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GE Medical Systems (China) Co., Ltd
No. 19 Chang/lang Road, National Hi-Tech Development Zone
Wuxi, Jiangsu Province, CHINA 214028

Section a):
1. Submitter: GE Medical Systems (China) Co., Ltd.

No. 19 Changjiang Road, National HI-Tech Development Zone, Wuxi, Jiangsu
Province, CHINA 214028

Contact Person: Yalan Wu,
Manager, Safety and Regulatory
Telephone: 86-510485278652; Fax: 86-510-85227347

Date Prepared: June 20, 2010

2. Device Name: GE LOGIQ l/e, Vivid e Ultrasound
Ultrasonic Pulsed Echo Imaging System, 21 CFR 892.1560, 90-IYO
Ultrasonic Pulsed Doppler Imaging System, 21 CFR 892.1550, DO-IYN
Diagnostic Ultrasonic Transducer, 21 CFR 892.1570, 90-ITX

3. Marketed Device: GE LOGIQ-ile &Vivid-e Compact Ultrasound, 510(k) No: K091374
(90-IYO/IYN/ITX) A device currently in commercial distribution.

4. Device Description: The GE Compact Ultrasound is a very compact and portable diagnostic ultrasound
system having three variations: LOGIQ i, LOGICG e and Vivid a, each with options and features suited for its
market niche. It has an integrated keyboard, LCD display and several interchangeable electronic-array
transducers with an approximate size of 34 cm wide, 29 cm deep and 6 cm high in transport configuration and
provides digital acquisition, processing and display capability. The user interface includes a computer
keyboard, an intuitive layout of specialized controls, color GUI display and Doppler audio.

5. Indications for Use: The subject modified device is a general purpose ultrasound system intended for use by
a qualified physician for evaluation by ultrasound imaging or fluid flow analysis of the human body. Specific
clinical applications and exam types include: Fetal/OB; Abdominal (GYN & Urology); Pediatric; Small Omgan
(breast, testes, thyroid); Neonatal and Adult Cephalic; Cardiac (adult & pediatric); Peripheral Vascular, Intra-
operative (abdominal, thoracic and PV), Musculo-skeletal Conventional & Superficial, Trarnsesophageal,
Transrectal and Transvaginal, and Thoracic/Pleural for motion/sliding and fluid detection.
6. Comparison with Predicate Device: The modified and unmodified Compact Ultrasound devices are virtually
identical having the same design, construction, materials, brand names and intended uses. All technological
characteristics and safety and effectiveness features are equivalent. The modified device has additional
Tranisesophageal indication for use and Intima Media Thickness (IMT) measurement with Vascular.

Section b):
1. Non-clinical Tests: The device has been evaluated for acoustic output, biocompatibility, cleaning and
disinfection effectiveness, electromagnetic compatibility, as well as thermal, electrical and mechanical safety,
and has been found to conform with applicable medical device safety standards.

2. Clinical Tests: None required.

3. Conclusion: Intended uses and other key features are consistent with traditional clinical practice, FDA
guidelines, and established methods of patient examination. The design and development process of the
manufacturer conforms with 21 CFR 820, ISO 9001:2000 and ISO 13485 quality systems. The device
conforms to applicable medical device safety standards and compliance is verified through independent
evaluation with ongoing factory surveillance. Diagnostic ultrasound has accumulated a long history of safe and
effective performance. Therefore, it is the opinion of GE Healthcare that the GE LOGIQ i/e Vivid e Ultrasound
imaging device is substantially equivalent with respect to safety and effectiveness to devices currently cleared
for market.
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DEPARTMENT OF HEALTH & HUMAN SERVICES4 ~~~~~~~~~~~~~~~~~~~~~~~~Food and Drug Administration
10903 New Hampshire Avenue
Document Mail Center - W066-G609
Silver Spring, MD 20993-0002

GE Medical Systems, Ultrasound and Primary Care Diagnostics, LLC
% Mr. Mark Job
Responsible Third Party Official
Regulatory Technology Services, LLCoc 521
1394 25 1h Street NW OT'521
BUFFALO MN 55313

Re: K102256
Trade/Device Name: GE LOGIQ i, LOGIQ e and Vivid e Diagnostic Ultrasound
Regulation Number: 21 CFR 892.1550
Regulation Name: Ultrasound pulsed doppler imaging system
Regulatory Class: 1I
Product Code: IYN, IYO, and JTX
Dated: September 27, 2010
Received: September 28, 2010

Dear Mr. Job:

We have reviewed your Section 5 10(k) premarket notification of intent to market the device
referenced above and we have determined the device is substantially equivalent (for the
indications for use stated in the enclosure) to legally marketed predicate devices marketed in
interstate commerce prior to May 28, 1976, the enactment date of the Medical Device
Amendments, or to devices that have been reclassified in accordance with the provisions of the
Federal Food, Drug, and Cosmetic Act (Act). You may, therefore, market the device, subject to
the general controls provisions of the Act. The general controls provisions of the Act include
requirements for annual registration, listing of devices, good manufacturing practice, labeling,
.and prohibitions against misbranding and adulteration.

This determination of substantial equivalence applies to the following transducers intended for
use with the GE LOGIQ i, LOGIQ e and Vivid e Diagnostic Ultrasound, as described in your
premarket notification:

Transducer Model Number

4C-RS 12L-RS 6S-RS
8C-S 16L-RS P2D3

E8C-RS il2L-RS 6Tc-RS
8L-RS i/t739-RS
9L-RS 3S-RS



If your device is classified (see above) into either class IL (Special Controls) or class III (PMA),
it may be subject to such additional controls. Existing major regulations affecting your device
can be found in the Code of Federal Regulations, Title 2 1, Parts 800 to 895. In addition, FDA
may publish ifurther announcements concerning your device in the Federal Register.

Please be advised that FDA's issuance of a substantial equivalence determination does not mean
that FDA has made a determination that your device complies with other requirements of the Act
or any Federal statutes and regulations administered by other Federal agencies. You must
comply with all the Act's requirements, including, but not limited to: registration and listing (21
CFR Part 807); labeling (21 CFR Part 801); good manufacturing practice requirements as set
forth in the quality systems (QS) regulation (2 1. CFR Part 820); and if applicable, the electronic
product radiation control provisions (Sections 53 1-542 of the Act); 21 CFR 1000-1050.

This letter williallow you to begin marketing your device as described in your premarket
notification. The FDA finding of substantial equivalence of your device to a legally marketed
predicate device results in a classification for your device and thus permits your device to
proceed to market.

If you desire specific advice for your device on our labeling regulation (21 CFR Part 801), please
go to httv://www.fda.gov/AboutFDA/CentersOffices/CDRH-/CDRHOffices/ucml 1 5809.htm for
the Center for Devices and Radiological Health's (CDRH's) Office of Compliance. Also, please
note the regulation entitled, "Misbranding by reference to premarket notification" (2 1 CFR Part
807.97). For questions regarding the reporting of adverse events under the MDR regulation (21
CER Part 803), please go to
http://www.fda.gov/MedicalDeviccs/Safety/ReportaProblem/default.htm for the CDRH-'s Office
of Surveillance and Biometrics/Division of Postmarket Surveillance.

If you have any questions regarding the content of this letter, please contact Shaliramn Vaezy at
(301) 796-6242.

Sincerely yours,

*David G. Brown, Ph.D.
Acting Director
Division of Radiological Devices*
Office of In Vitro Diagnostic Device

Evaluation and Safety
Center for Devices and Radiological Health

Enclosure(s)



Indications for Use Form

51 0(k) Number (if known): ______

Device Name: GE LOGIQ i. LOGIQ e and Vivid e Diagnostic Utaond

Indications For Use:
The LOGIQ i/e & Vivid e is a general purpose ultrasound system intended for use by a
qualified physician for evaluation by ultrasound imaging or fluid flow analysis of the
human body. Specific clinical applications and exam types include: Fetal/OB3;
Abdominal (GYN & Urology); Pediatric; Small Organ (breast, testes, thyroid); Neonatal
and Adult Cephalic; Cardiac (adult & pediatric); Peripheral Vascular; Intra-operative
(abdominal, thoracic and PV), Musculo-skeletal Conventional & Superficial,
Transesophageal, Transrectal and Transvaginal, and Thoracic/Pleural for
motion/sliding and fluid detection.

Prescription Use X ANDIOR Over-The-Counter Use ____

(Part 21 CFR 801 Subpart D) (Part 21 CFR 801 Subpart C)

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER
PAGE IF NEEDED)

Concurrence of CDRH, Office of In Vitro Diagnostics

brvision Sign-Off'9 ,,~/
Office of In Vitro Diagnostic Device
Evaluation and Safety

51 0(k) Ž,624S&.. Pagel of 1
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Diagnostic Ultrasound Indications for Use Form

GE Compact Ultrasound System
LOGIQ i, LOGIO e, Vivid e

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Mode of Operation
Clinical Application - - - ~ ~~~~~-O __Hrmc_ od_~ d tfClinial Aplicaton B m pW Color Color M Power o mbnec HrmoiCde OhrAnatomy/Rlegion of Interest Doppler DoplrDoppler Doppler Doppler Modes' Imagoing Pulse'

Ophthalmic

Fetal /Obstetrics P P P P P P P P P P
Abdomninali'l p P P P P P IP

Pediatric P P P ~~ ~~ ~ ~~P P P P -- P P P
SmalI~~~rgant21 p ~P P P P P P P

Neonatal Cephalic P P P P P P P P P P
Adult Cephalic P PP P P P P P P P

Cardiac 11 p P P P P P P P P -

Peripheral Vascular P P P P P P P P P
Musculo-skeletal Conventional P P P P P P P P
Musailo-skeletal Superficial P P P P P P P P
ThoradclcPleural (specify) (4) P P P P P P P P P P
Otberill P P P P P P P P P P
Exam Twre. Means ofAccess - - - __ - - -- -

Transesophageal N N N N N N N N N N
Transrectal P P P P P P P
Transvaninal P P P P PD P P
Transurethieral
Intraoperafive P P P P P P P P
Intraoperafive Neurological ___

Intravascular

Lproscopic
N = new indication; P = previously cleared by FDA; E= added under Appendix E
Notes: (1 ] Abdominal includes GYN and Urological

[2] Small organ includes breast, testes, thyroid.
[3] Cardiac is Adult and Pediatric.
[4] For detection of fluid and pleural motion/sliding:
[5] Other use includes Urology/Prostate
ri Combined modes are 8/M, B/PWD, B/ColorIPWD, B/Power/P WD.ri Coded Pulse is for digitally encoded harmonics.

(PLEASE DO NOT WRITE BELOW THIS LINE - CONTINUE ON ANOTHER PAGE IF NEEDED)
Concurrence of CDRH, Office of In Vitro Diagnostics (OlVD)

Divsio Sgn- /A- DoiiP ~46 t Prescription Use (21 CFR 801 Subpart 0)
Office of In Vitro Diagnostic Device
Evaluation and Safety

510(k) t/6005G~
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Diagnostic Ultrasound Indications for Use Form

GE Compact Ultrasound with 4C-RS Transducer
LOGIQ i, LOGIQ e, Vivid e

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Mode of Operation
Clinical Application a M PW OW Color Color M Power Combinec Harmonic Coded Oter

Anatomy/Region of Interest Doppler Doppler Doppler Doppler Doppler Modes' Imaging Pulse'

Ophthalmic…___ 
- -

Fetal /Obstetrics P P P P P P P P
Abdominall1 I P P P P P P P P
Pediatric P P P P
Small Organ [21 P P P
Neonatal Cephalic

Adult Cephalic-

Cardiac t …
-

Peripheral Vascular

Musculo-skeletal Conventional
Musculo-skeletal Superficial- 

- -

Thoracic/Pleural (specify) [4J P P P P P P P P
Other[51 P P P P P P P P
Exam Type Means of Access

Transesophageal…

Trans rectal

Transvaginal
Transuretheral…
Intraoperative (specif)…
lntraoperative Neurological

N = new indication; P = preiul lae y FDA; E added under Appendix 2
Notes: [1] Abdominal includes GYN and Urological

[2] Small organ includes breast, testes, thyroid.
[3] Cardiac is Adult and Pediatric.
[4] For detection of fluid and pleural motion/sliding:
[5] Other use includes Urology/Prostate
[¶ Combined modes are B/M, B/PWD, B/Color/PWD, B/PowerIPWD.
(' Coded Pulse is for digitally encoded harmonics.

(PLEASE DO NOT WRITE BELOW THIS LINE - CONTINUE ON ANOTHER PAGE IF NEEDED)
Concurrence of CORN, Office of In Vitro Diagnostics (OIVD)

AztjZ.742 ~~~ Cr )4J6 /}Žu~6WJ Prescription Use (21 CFR 801 Subpart D)
Diviesgion /Sign-Off
Office of In Vitro Diagnostic Device
Evaluation and Safety

510(k) Aio DDS&
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Diagnostic Ultrasound Indications for Use Form

GE Compact Ultrasound with 8C-RS Transducer
ILOGIQ i, LOGIG e, Vivid e

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Mode of Operation
Clinical Application a M PW W Color Color M Power ombined Harmonic Coded Other

Anatomy/Region of/Inerest Dope DplrDoppler Dopple Doppler Modes' Imaging Pulse

Ophthalmic

Fetal I Obstetrics
Abdonminall' P P P P P P P
Pediatric P P P P P P P
SmallOrgan [2 P p P P P P P
Neonatal Cephalic P P P P P P P
Adult Cephalic
Cardiac~ 31p P P P P P P
Peripheral Vascular P P P P P P P
Musculo-sketetal Conventional p p P P P P P
Muscuio.skeletal Superficial
ThoraciclPleural (specify) 141 P P P P p P P
Other15

Exam Type, Means of Access-

Transesophageal - ___

Trats recial

Transvaginal

Transuretheral
Intraoperative (specify)
Intraolprafive Neuralogcal
Intravascular

Lap aroscopic
N = new indication; P = previously cleared by FDA; E =added under Appendix E
Notes: (1] Abdominal includes GYN and Urological

[2] Small organ includes breast, testes, thyroid.
[3] Cardiac is Adult and Pediatric.
[4] For detection of fluid and pleural motion/sliding;
[5] Other use includes Urology/Prostate
ri Combined modes are BWM, B/PWD, B/Color/PWD, BfPower/PWD.ri Coded Pulse is for digitally encoded harmonics .

(PLEASE DO NOT WRITE BELOW THIS LINE - CONTINUE ON ANOTHER PAGE IF NEEDED)
Concurrence of. CDRH, Office of In Vitro Diagnostics (OIVD)

4& 4 1 ~ 4 i- ~?,j~0$ ~u i Prescription Use (21 CFR 801 Subpart 0)

Office of In Vitro Diagnostic Device
Evaluation and Safety

510(k)

E-5



Diagnostic Ultrasound Indications far Use Form

GE Compact Ultrasound with E8C-RS Transducer
LOGIQ i, LOGIQ e, Vivid e

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Mode of Operation

ClincalAppicaion B M PW CW Color Color M Power ornbinec HarmonicCoe
Anatomy/ Region of Intat-est Doppler Doppler Doppler Doppler Doppler Modes' Imaging Pus
Ophthalmic
Fetal/IObstetrics P P P P P P ___

Abdorninall'I p P P P - -

Pediatric

Small Organ (2
Neonatal Cephalic…___ 

- -

Adult Cephalic

Cardiac
Peripheral Vascular
MuscuIo-sketetal Conventional

Musailo-skeletal Superficial
ThoracicPleural (specify) 141 … … … … …

Othert5 p p p p p P P
Exam Type, Means of Access ___…___

Trats esophageal

Transrectal p P P P P P
Transvaginal P P P P P P P
Transuretheral

lntraoperative (specify)
Intraolperative Neurological

intravascuiar
LLaparosoopic
N = new indication; P = previously cleared by FDA; E= added under Appendix E
Notes: [1] Abdominal includes GYN and Urological

(2] Small organ includes breast, testes, thyroid.
[3] Cardiac is Adult and Pediatric.
[4] For detection of fluid and pleural motion/sliding:
[5] Other use includes Urology/Prostate
h~Combined modes are B/M, B/PWD, B/Color/PWD, B/Power/PWD.
C] Coded Pulse is for digitally encoded harmonics .

(PLEASE DO NOT WRITE BELOW THIS LINE - CONTINUE ON ANOTHER PAGE IF NEEDED)
Concurrence of CDRH, Office of In Vitro Diagnostics (OIVD)

•24 ZL/$2~~. 4 4a;I6. 1$~o~do Prescription Use (21 CFR 801 Subpart DI
Division Sign-Off
Office of In Vitro Diagnostic Device
Evaluation and Safety

510(k) _ _ _ _ _
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Diagnostic Ultrasound Indications for Use Form

GE Compact Ultrasound with 8L-RS Transducer
LOGIQ i, LOGIQ e, Vivid e

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Mode of Operation
Clinical Application a M PW Cw coolor lo oe mieHroi oded Other

Anatomy/Rlegion of Initerest Doppler Doppler Doppler Doppler Dplr Mds IaigPle

Ophthalmic- 
_ _

FetalI/ Obstetrics
AbdorminalP1 P p P P p P -P P
Pediatric P P p P P P P P
SmallOrgan (21 P P P PP P P P
Neonatal Cephalic ………… ___

Mdull Cephalic
Cardiacr~ P P P P P p P
Peripheral Vascular P P P P P p P P
Muscuilo-skeletal Conventional P P P P P P P
Musculo-skeletal Superficial
Thoracic/Pleural (specify)[4…-

Otherl'
Exam Type, Means of Access

Transesophageal

Trans rectal
Transvaginal…___

Trans ureth eral
Intraaperative (specify)s P P P p P p P
IntraoperatIve Neurologcal

Intravascular
Laparoscopic ___- - -__ __

N = new indication; P = previously cleared by FDA; E= added under Appendix E
Notes: [1] Abdominal includes GYN and Urological

(2] Small organ Includes breast, testes, thyroid.
[3] Cardiac is Adult and Pediatric.
[4] For detection of fluid and pleural motion/sliding;
[5] Other use Includes Urology/Prostate
ri Combined modes are BIM, B/PWD, B/Color/PWD, 6/Power/PWD.ri Coded Pulse is for digitally encoded harmonics.

(PLEASE DO NOT WRITE BELOW THIS LINE - CONTINUE ON ANOTHER PAGE IF NEEDED)
Concurrence of CDRH, Office of In Vitro Diagnostics (OIVD)

ZnzL,11) ~~~~~t1. 4 2a/4 t'v Prescription Use (21 CFR 801 Subpart D)
Division SigW-Off-
Office of In Vitro Diagnostic Device
Evaluation and Safety

5 10(k) Aog-
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Diagnostic Ultrasound Indications for Use Form

GE Compact Ultrasound with 9L-RS Transducer
ILOGIQ i, LOGIO e, Vivid e

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Mode of Operation
Clinical Application B M PW CW Color Color M Power Combinec Harmonic Coded Other

Anatomy/Regibn of/ntev-est Doppler Doppler Doppler Doppler Doppler Modes' Imaging Pulse'

Ophthalmi…c

Fetal / Obstetrics

AbdominaIE1 l p PD P IP P P P P

Pediatric P PD P P P P PD P
Small 0rgan P p IP P P P P P IP

Neonatal Cephalic

Adult Cephalic
Cardiac 13
Peripheral Vascular PD P P IP p P P P
Musculo-skeletal Conventional P P P PP P p I-
Musculo-skeletal Superficial

ThoracicjPleural spealfy [4I…

Otherl…-

Exam Type. Moans of Access

Transesophageal…- 
- -

Transnectal…___

Transvaqinal
Transuretheral ……………

Intraoperative (specify'I ID PD PIPD P PD PD
lnftaorerlive Neurological - -

Intravascular

L!21aroscopic
N = new indication; P = previously cleared by FDA E= added under Appendix E
Notes: [1] Abdominal includes GYN and Urological

[2] Small organ includes breast, testes, thyroid.
[3] Cardiac is Adult and Pediatric.
(4] For detection of fluid and pleural motion/sliding;
(51 Other use includes Urology/Prostate
[*] Combined modes are ElM, B/PWD, B/Color/PWD, B/Power/PWD.
r] Coded Pulse is for digitally encoded harmonics .

(PLEASE DO INOT WRITE BELOW THIS LINE -CONTINUE ON ANOTHER PAGE IF NEEDED)
Concurrence of CDRH, Office of In Vitro Diagnostics (OIVD)

Si~ ~ ~ ~ ~~a/ 6-& )4 Prescription Use (21 CFR 801 Subpart 0)/bivisin'SignOff ,o
Office of In Vitro Diagnostic Device
Evaluation and Safety

5 10(k)t/ 2 5
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Diagnostic Ultrasound Indications for Use Form

GE Compact Ultrasound with 12L-RS Transducer
LOGIQ i, LOGIQ e, Vivid e

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Mode of Operation
Clinical Application B ~ CW Color ColorM Power Combinec Harmonicl coded

Anatomry/Region of InterestDope Doppler Doppler Doppler Doppler Modes' Imaging Pulse'

Ophthalmic

Fetal I Obstetrics
Abdominal-
Pediatric P P P P P P P P
SmallOrgan [1 p P P, P P -

Neonatal Cephalic…- 
-

Adult Cephalic
Cardiac- 

-

Peripheral Vascular P p P P p P P p,
Musculo-skeletal Conventional P P PP P P P P

Musuloskletl Spefical P P P_ P P P P P
Thoracic/Pleural (specify)(4' p P P P p3 P, P P
Other(speiy 

-s

Exam Type, Means of Access
Transesophageal…___ 

- -

Trans rectal

Transvaginai

Transuretheral
lntraoperative [DI (specify)…
lntraoperative Neurological

Intravascular
Laparoscopic- 

-

N = new Indication; P = previously cleared by FDA; E= added under Ap~pendix E
Notes: [1] Abdominal includes GYN and Urological

(2] Small organ includes breast, testes, thyroid.
[3] Cardiac is Adult and Pediatric.
[4] For detection of fluid and pleural motion/sliding;
[5] Other use Includes Urology/Prostate
rij Combined modes are B/M, B/PWD, B/ColorIPWD, B/Power/PWD.
(' Coded Pulse is for digitally encoded harmonics.

(PLEASE DO NOT WRITE BELOW THIS LINE -CONTINUE ON ANOTHER PAGE IF NEEDED)
Concurrence of CDRH, Office of In Vitro Diagnostics (OIVD)

Cr 2 i 6ArtoPrescription Use (21 CFR 801 Subpart D)
Office of In Vitro Diagnostic Device
Evaluation and Safety

510(k) J .t .2.
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Diagnostic Ultrasound Indications for Use Form

GE Compact Ultrasound with 16L-RS Transducer
LOGICO i, LOGIO e, Vivid e

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Mode of Operation
Clinical Application B IM PW oW Color Color M Power Combinec Harmonic Coded

Anatomy/Rlegion v/Interest Doppler Doppler Doppler Doppler Doppler Modes Imaging Pulse'

Ophthalmic

Fetal / Obstetrics

Abdominal…

Pediatric P P P p P P P P
Small Organ r ___ P P P P P P P P
Neonatal Cephalic

Adult Cephalic …………-

Cardiac

Peripheral Vascular ID P P P P P P P
Musctjlo-skeletal Conventional PD P P P P p P P
Musculo-skeletal Superficial P P P P p P P PD
Thoracic/Pleural (specify)14

Other (specify)11
Exam T pe, Mleans o/Access

Transesophageal
Transrectal- 

-

Trans vaginal

Transuretheral
Intraoperaflve ~l(specify)
lntraoperative Neurological-

lntravascular
Laparoscopic

N= new indication; P = previously cleared by FDA; E= added under Appendix E _ _

Notes: (1] Abdominal includes GYN and Umological
(2] Small organ includes breast, testes, thyroid.
[3] Cardiac is Adult and Pediatric.
[4] For detection of fluid and pleural motionlslidling:
[5] Other use includes Urology/Prostate
ri Combined modes are B/M, B/PWD, B/Color/PWD, B/Power/PWD.
[' Coded Pulse is for digitally encoded harmonics.

(PLEASE DO NOT WRITE BELOW THIS LINE -CONTINUE ON ANOTHER PAGE IF NEEDED)
Concurrence of CDRH, Office of In Vitro Diagnostics (OIVD)

~~~ ~~~ ~~~~ ~6, 2634) Prescription Use (21 CFR 801 Subpart D)
OffA~iceo n Vitrio Digosi Dvc
Evaluation and Safety

E-1 0



Diagnostic Ultrasound Indications for Use Farm

GE Compact Ultrasound with i12L-RS Transducer
LOGIQ i, LOGIG e, Vivid e

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Mode of Operation

Clinial AplictiMnPW CW Color Color M Power Combined Harmoi Cdd Other
Anatomy/Region of Interest Doppler Doppler Doppler Doppler Doppler Modes Imgn Pus

Ophthalmic…-
Fetal I Obstetrics…

AbdominaltN p P P P P P P P
Pediatric p P P P p P P -

Small Organr P P P P P P -

Adult Cephaeic
Cardiacf p P P P P P P
Penipheral Vascular P P P p P P P P
Musculo-skeletal Conventional P P Pp P P P
Musculo-skeletal Superficial_ P P P P P P P
ThoradcicPleural (specify)l41

Otherl5 …
-

Exam Tyoe Means of Access…___ 
- -

Transesophageal…-

Trans rectal

Transvaginal
Transuretheral
lntraoperative (specifyP'] P P p P P P P
lntraoperative Neurological ___

Intravascular

Lap aros copic
N = new indication; P = previously cleared by FDA; E= added under Appendix E
Notes: [1] Abdominal includes GYN and Urological

[2] Small organ includes breast, testes, thyroid.
[3] Cardiac is Adult and Pediatric.
(4] For detection of fluid and pleural motion/sliding;
(5] Other use includes Urology/Prostate
ri Combined modes are BIM, BIPWD, B/Color/PWD, 8/PowerIPWD.ri Coded Pulse is far digitally encoded harmonics .

(PLEASE D0 NOT WRITE BELOW THIS LINE - CONTINUE ON ANOTHER PAGE IF NEEDED)
Concurrence of CDRN, Office of In Vitro Diagnostics (OIVD)

•~~f&Z~f62 t~Iti. i~r ~441/4 -asJ~OPrescription Use (21 CFR 801 Subpart D)
Division Sign-Off
Office of In Vitro Diagnostic Device
Evaluation and Safety

5 10(k) /$'O QD 2cz
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Diagnostic Ultrasound Indications for Use Form

GE Compact Ultrasound with i/t739-RS Transducers
LOGIQ i, LOGIO e, Vivid e

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Mode of Operation
Clinical Application B M Pw CW Color Coo oe mieHarmonic Coded Other

Anatomy/Rlegiora of Interest Doppler Doppler Doppler oplrDperMds Imaging Pulse

Ophthalmic
Fetal!I Obstetrics

AbdominalP11 P P P P _ _P T P P

Pediatric p P P P P P P - -

Small Oran rnp P P P P P ____

Neonatal Cephalic
Aduft Cephalic
Cardiacr1 l p P p P P ____ P

Peripheral Vascular P P p P IP P P
Musculo-skeletal Conventional

Musculo-skeletal Superficial

ThoraciclPleural (speady t

OthekI' __

Transesophageal

Tran srectal

Transvaginal
Trans uretheral
Intraciperative (soecifyiN' p P P P P P P
Intraoperative Neurological

Intravascular

Laparoscopic
N = new indication; P = previously cleared by FDA; E= added under Appendlix E
Notes: [1] Abdominal indclues GYN and Urological

[2] Small organ includes breast, testes, thyroid.
[3] Cardiac is Adult and Pediatric.
[4] For detection of fluid and pleural motion/sliding:
(5] Other use includes Urology/Prostate
ri Combined modes are B/M, BIPWD, B/Color/PWD, B/Power/PWD.
[1 Coded Pulse is for digitally encoded harmonics.

(PLEASE DO NOT WRITE BELOW THIS LINE - CONTINUE ON ANOTHER PAGE IF NEEDED)
Concurrence of CDRH1, Office of In Vitro Diagnostics (OIVD)

14/ _) (Q 4 g~6. -_~A Prescription Use (21 CFR 801 Subpart 0)
Division Sign-Off
Office of In Vitro Diagnostic Device
Evaluation and Safety

5 1 0(k) I 62 5
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Diagnostic Ultrasound Indications for Use Form

GE Compact Ultrasound with 3S-RS Transducer
LOGIQ i, LOGIQ e, Vivid e

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Mode of Operation

ClincalApplcaton 8 M PW CW Color Color M Power Combinec Harmonic Coded Other
Anatomy/Rlegion of Interest Doppler Doppler Doppler Doppler Doppler Modes Imaging Pulse'

Ophthalmic…- 
- -

FetallIcbstetrics P P P P P P P P P P
Abdominal111 P P P P P P P p P P
Pedhiaric p P P P P P P P P P
SmafllOrqanl 1 … … … … … …

Neonatal Cephalic

Adult Cephalic __ P PP P P p P P P P
Cardiac~ 3 p P P P P P P P P P
Pedpheral Vascular-

Musculo-skeletal Conventional

Musculo-skeletal Suiperficial…
Thoracie/Pleural (specify),1 41 P P P P P P Pp P P __

Other 5'…- ___ ___ P

Exam Type, Means of Access
Transesophageal ………… …
Trans rectal
Transv inal

rransuretherar…
Intiaoperative (spedfy)…
lntraoperative Neurological

Intravascular

Lap arosco pic
N = new indication; P= previously cleared by FDA: E= added under Appendix E
Notes: [1] Abdominal includes GYN and Urological

(21 Small organ includes breast, testes, thyroid.
[3] Cardiac is Adult and Pediatric.
[4] For detection of fluid and pleural motion/sliding;
(5] Other use includes Urology/Prostate
ri Combined modes are B/M, B/PWO, B/Color/PWD, E/Power/PWD.
ri Coded Pulse is for digitally encoded harmonics .

(PLEASE DO NOT WRITE BELOW THIS LINE -CONTINUE ON ANOTHER PAGE IF NEEDED)
Concurrence of CDRIH, Office of In Vitro Diagnostics (OIVD)

61- )4sA/C. &arbgJQ Prescription Use (21 CFR 801 Subpart 0)
Division Sign-f
Office of In Vitro Diagnostic Device
Evaluation and Safety
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Diagnostic Ultrasound Indications for Use Form

GE Compact Ultrasound with 6S-RS Transducer
LOGIG i, LOGIG e, Vivid e

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Mode of Operation
Clinical Application B w PW CW Color Color M Power Combinec Harmonic Coded Other

Anatomy/Region of Interest Doppler Doppler Doppler Doppler Doppler Modes' Imaging Pulse'

Ophthalmic
Fetal / Obstetrics… 

___ - -

Abdominal"P P P P PD P PD P P P
Pediatdc _ P P p P P - P P P p P
Small Organ r2 … … … … …

___ 
i

Neonatal Cephalic P P P p ID p P P P P
Adult Cephalic P P P P P P P P P P3
Cardiac t3 l p P P P P P P P P P
Peripheral Vascular…………… …
MusauIo-skeletal Conventional…
Musculo-skeleta Superficial
ThoraciclPleural (seciy (4…

Other P…… … … … … … … … … ---12

Exam Type, Means of Access

Transesophageal
Transrectal…

Transvaginal

Transurethieral
Intraoppraive (specify)r1

____

Intraoperative Neurological- 
-

Intravascular

Lparosoopic - ___

N =newindcaton;P =preiouly leaedby FDA; 2E added under Appendix E
Notes: [1) Abdominal includes GYN and Urological

(2] Small organ Includes breast, testes, thyroid.
[3] Cardiac is Adult and Pediatric.
[4] For detection of fluid and pleural motionisliding;
(5] Other use includes Urology/Prostate
r] Combined modes are B/M, BIPWD, BIColor/PWD, BIPowerIPWD.ri Coded Pulse is for digitally encoded harmonics

(PLEASE DO NOT WRITE BELOW THIS LINE - CONTINUE ON ANOTHER PAGE IF NEEDED)
Concurrence of CDRH, Office of In Vitro Diagnostics (OIVD)

t'. ,c, Prescription Use (21 CFR 801 Subpart D)
Office of In Vitro Diagnostic Device
Evaluation and Safety

51 O~kk)/
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Diagnostic Ultrasound Indications for Use Form

GE Compact Ultrasound with P2D Transducer
LOGIQ i, LOGIQ e, Vivid e

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Mode of Operation
Clinical Application B M PW CW Color Color M Power omrbinec Harmonic Co~ded Other

Anatomy/Region of Interest Doppler Doppler Doppler Doppler Doppler Modes Imaging Pulse'

Ophthalmic

Fetal/IObstetrics
Abdominal11 …

- -

Pediatric

Small Organ'J2 1…__

Neonatal Cephalic

Adult Cephalic
Cardiacls1 …

-

Peripheral Vascular P
MusauIo-skeletal Conventional
Musculo-skeletal Superficial

Thoracic/Pleural (specify) 141
-

OtheP~
Exam Type, Means of Access

Transesophageal

Trans rectal
Transvaginal… 

___

Transuretheral

Intraorjerafive (specify)[51

Intraoperalive Neurological

Intravascular
Lap arosco pic

N = new indication; P = previously cleared by FDA; E= added under Appendix E -___ __

Notes: [11] Abdominal includes GYN and Urological
(2] Small organ includes breast, testes, thyroid.
[3] Cardiac is Adult and Pediatric.
[4] For detection of fluid and pleural motion/sliding;
[5) Other use includes Urology/Prostate
ri Combined modes are B/M, 8/PWO, B/Color/PWD, B/Power/PWD.
C] Coded Pulse is for digitally encoded harmonics .

(PLEASE DO NOT WRITE BELOW THIS LINE -CONTINUE ON ANOTHER PAGE IF NEEDED)
Concurrence of CORN, Office of In Vitro Diagnostics (OIVD)

•4~~~~~&/9) ~~$'L ~ AA3.q6P0_ Prescription Use (21 CER 801 Subpart 0)
Division Sign-Off'
Office of In Vitro Diagnostic Device
Evaluation and Safety

5 10(k) ___ ___
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Diagnostic Ultrasound Indications for Use Form

GE Compact Ultrasound with 6Tc-RS Transducer
LCGIQ i, LOGIQ e, Vivid e

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Mode of Operation

ClincalAppicaion B M PW CW Color Color M Power Combinec Harmonic Coded OthierAnatomy/Rleglbn of Interest Doppler Doppler Doppler Doppler Doppler Modes' Imaging Pulse'

Ophthalmic

Felal IObstetrics
Abdominal111 …

Pediatric
SmallOrgan '2'… 

__

Neonatal Cephalic…- 
- -

Adult Cephalic
Cardlacl1 N N N N N N N N N N
Pedipheral Vascular…

Musculo-skeletal Conventional
Musculo-skeletal Superficial-

Thoracic/Pleural (specify) t~

OthertS]-

Exam Tyle, Means c/Access

Transesophageal N N N N N N N N N N
Transrectal…………- 

- -

Transvaginal…………- 
-

Trans uretheral

Itnraoperative (specify)1"-

Intraoperafive Neurological-
Intra vascular

Lproscoi…

N = new indication: P = previously cleared by FDA; E= added under Appendix E
Notes: [1] Abdominal includes GYN and Urological

(2] Small organ includes breast, testes, thyroid.
[3] Cardiac is Adult and Pediatric.
[4] For detection of fluid and pleural motion/sliding;
[5] Other use includes Urology/Prostate
[1 Combined modes are B/M, 8/PWD, B/Color/PWD, B/Power/PWD.
ri Coded Pulse is for digitally encoded harmonics .

(PLEASE DO NOT WRITE BELOW THIS LINE -CONTINUE ON ANOTHER PAGE IF NEEDED)
Concurrence of CDRH, Office of In Vitro Diagnostics (OIVD)

Al ~~~~~~Prescription Use (21 CFR 801 Subpart D)

Office of In Vitro Diagnostic Device
Evaluation and Safety

5 10(k) _ _ _ _
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